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Status 

1 )KI Responsive to communication(s) filed on 22 September 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 
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DETAILED ACTION 

1. This application is a 371 of PCT/US05/04085 filed 02/10/2005, which claims benefit of 
60/543,670 filed 02/11/2004. 

Claims 5-8, 10-21, 25-29, 33-40 are pending. Claims 20-21, 28-29, 35, 39, 40 are 
withdrawn. 

Claim Rejections/Objections Withdrawn 

2. The rejections of claims under 112 1 st paragraph for scope of enablement is withdrawn 
based upon the claim amendments and arguments. The objections to the title and the 112 2 nd 
paragraph are withdrawn based on the amendments and the arguments of counsel. 

Claim Rejections/Objections Maintained/ New Grounds of Rejection 

3. The rejection of claims 5-8, 10-19, 25-27, 33, 34, 36-38 over the judicially created 
doctrine of obviousness type double patenting (ODP) over 11/997,786, 11/478,218, and 
10/524,281 are maintained. The 10/524,281 has issued as U.S. 7,358,249. The issue fee had 
been paid at the time of last action and the rejection was not provisional. The examiner may be 
in a position to withdraw provisional rejections based on applications with a later filing date if 
these are the only remaining rejections, however the rejections over the 786 and '218 
applications are not the only remaining rejections since the '249 patent ODP rejection is still 
valid and not overcome. The applicant appears to be suggesting that unexpected results have 
been found with the instantly claimed compounds, over those of the '249 patent. The applicant 
has pointed to compound 117B, yet has not pointed to comparative data for any particular 
compound or compounds in the '249 patent or that acquired elsewhere. Regardless, at least in a 
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very good portion of the claims the claims in the '249 patent and the instant case cover the same 
compounds and speaking of unexpected results for the same compounds is not a consideration. 
Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 5-8, 10-19, 25-27, 33, 34, 36-38 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-11, 17-19 of 
copending Application No. 1 1/997,786. The claims overlap in scope. This is a provisional 
obviousness-type double patenting rejection. 

Claims 5-8, 10-19, 25-27, 33, 34, 36-38 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1, 5 of 
copending Application No. 11/478,218. The claims overlap in scope. This is a provisional 
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Claims 5-8, 10-19, 25-27, 33, 34, 36-38 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-12 of copending U.S. 
patent 7,358,249. The claims overlap in scope. The factual inquiries set forth in Graham v. 
John Deere Co., 383 U.S. 1, 148 USPQ 459 (1966), that are applied for establishing a 
background for determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 

Determination of the scope and content of the prior art and the instant claims 

(MPEP 2141.01) 

The '249 patent teaches the compounds of the instant case. Where in claim 1, Formula I, R 1 is 
H, R 2 is H, R 3 is alkyl substituted by N(R a R b ), where R a and R b are alkyl, the compounds shown 
below are produced: 

| PiJ -&73^ . .-i c:.-.FL:."5 

| C3? I . £-Saphtliyri<llse- 3-oarboxasside, N-J2- ■ dxerhylassirsoj ettsyXJ -1,2 — aih v arc - Z - 
| hydrGxy-2-csEO-7-(pheiiyI^et.i:yli- (Ck INDEX MSME) 




hyaroKy-2-GKG---(ph2iiii^s-> ; yIi- (Ck INDEX SSME) 
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In addition these compounds have the same utility (HIV integrase inhibiton). Furhter preferred 
embodiments are pointed to in the specification, i.e. where R31 is 31A and R35 is various 
amides: 

ih pi - n- twM t>,r/ n hi 1. - ''I. i s i f -n i u>n TVw 
< rap mnds mu '< i } m i m n ?.nt imikr t ;:h;i=: of 1 ' th ibova Ex-is? h 




r I v i*>-.i }t ' I" 1 t h ! R 1 lv i t th' li t l 1T'I| i i mi « v Fjist <.<d 

8 s * * MftfMA), £5 », Pf C34Q. GGM* (340), SCfcMe {345} 
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Tfee ccmijiiiatjoiis of sutKtitwat shown in the ordes A -K\ R 15 

srsvislve the iBilowijrigs: 

I > \ b U \ 1 < 1 \ 1] i 1 t U < ~F> <*A 0 

<uk v»ttt<n« ^Hittv ,iv tui ..'Pi '.^ r>< wn *r»i 

<3lC 3SF) (SIC 3@G (31.C >5H; (3 J ) &A) (SID, 558) (3tD 35C) (31.0 35D) 

(vn \fa K.vt) hf) ^tn Wi y*n\ nn> t m &\ ik <w» ^ik 
am mm..mi %mi an »F1 &m asG), (sm, as*!), «hf, 8§a>, <bif, 3§b>, 

(31 F\ 35C) Ml J51 (31 IF, 35F) U 3SG), {3TF 31H( 

For Esatspfe: <H Sf , R*> = (31 A 3SA> me-ans a compound wherein B ;5S k 31A; %tt& 

These preferred embodiments are pointed to in claim 10. This would appear to be a case of 
anticipation as in In re Schauman, 572 F.2d 3 12, 197 USPQ 5 (CCPA 1978) or In re Petering, 
301 F.2d 676, 133 USPQ 275 (CCPA 1962). 

In addition to anticipatory species, the document also provides additional evidence for the 
obviousness of additional claims. In particular where in the instant case Rl is halogen or 
hydrogen, R2 is alkyl, sulfone, ketone or hydrogen, and R3 is alkyl or alkyamino or alkylalkoxy. 
Moreover the substituents on the bioisosteric quinolines also disclosed in this document on pg. 
20. This position is referred to as R 2 8 in structure III- 1 below: 



ON 
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This corresponds to the R2 position of the instant claims. The structure of the R28 groups are 
shown below (From pg. 21): 



V- 
Vo., 
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Ascertainment of the difference between the prior art and the claims 



(MPEP 2141.02) 



Comparing the instantly claimed preferred compounds (those with biological data), Below: 
Example 2 
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OH 0 





It is clear that all these substitutions were within the teaching of the claimed invention in the 
'249 patent, in particular when the various preferred moieties are considered (i.e. claim 10 of the 
'249 patent) 



Finding of prima facie obviousness 
Rational and Motivation 
(MPEP 2142-2143) 
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It would have been obvious to one of ordinary skill in the art at the time the claimed invention 
was made to make compounds of the copending to produce the instant invention. The 
experienced Ph.D. synthetic organic chemist, who would make Applicants' compounds, would 
be motivated to prepare these compounds on the expectation that anticipatory compounds or 
analogues falling within the general teaching would have similar properties and upon the routine 
nature of such experimentation in the art of medicinal chemistry. 

A reference is good not only for what it teaches by direct anticipation but also for 
what one of ordinary skill in the art might reasonably infer from the teachings. (In re Opprecht 
12 USPQ 2d 1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 1976). In light of 
the forgoing discussion, the Examiner concludes that the subject matter defined by the instant 
claims would have been obvious within the meaning of 35 USC 103(a). From the teachings of 
the references, it is apparent that one of ordinary skill in the art would have had a reasonable 
expectation of success in producing the claimed invention. Therefore, the invention as a whole 
was prima facie obvious to one of ordinary skill in the art at the time the invention was made, as 
evidenced by the references, especially in the absence of evidence to the contrary. 

One of ordinary skill is also one of "ordinary creativity, not an automaton". See Leapfrog 
Enterprises Inc. v. Fisher-Price, and Mattel Inc. UNITED STATES COURT OF APPEALS FOR 
THE FEDERAL CIRCUIT "An obviousness determination is not the result of a rigid formula 
disassociated from the consideration of the facts of a case. Indeed, the common sense of those 
skilled in the art demonstrates why some combinations would have been obvious where others 
would not. See KSR Int'l Co. v. Teleflex Inc., 550 U.S. , 2007 U.S. LEXIS 4745, 2007 WL 
1237837, at 12 (2007) ("The combination of familiar elements according to known methods is 
likely to be obvious when it does no more than yield predictable results."). 



Conclusion 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David K. O'Dell whose telephone number is (571)272-9071. The 
examiner can normally be reached on Mon-Fri 7:30 A.M. -5:00 P.M EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on (571)272-0867. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

D.K.O. 

/Rita J. Desai/ 

Primary Examiner, Art Unit 1625 



